BO GIAO THONG VAN TAI CONG HOA XA HOI CHU NGHIAVIETNAM
CUCYTE Doc lap - Tu do - Hanh phic

sé: 465 1cYT-NVYD&TTBY T Ha Ngi, ngay (S théng 6 nam 2017

V/v thuéc gia Prednisolon 5mg

Kinh gti: - Céc Bénh vién, PhQng kham da khoa GTVT;
- Céac Trung tdm Y t€ chuyén nganh GTVT.

Ngay 29/5/2017, Cuc Quéan Iy Dugc - Bo Y té co Cong vin sb 7436/QLD-
CL vé viéc phat hién thubc gia mang tén Prednisolon BPF (Prednisolon 5mg),
trén nhan lo ghi s6 16 SX: M162889, ngay SX: 01/2015, HD: 01/2018 va ghi tén
Cong ty RotexMedica GMBH Tritau — Germany, khong ghi s& ding ky. Méu
thudc do Trung tdm kiém nghiém thubc, my phim, thuc phim Thira Thién Hué
liy mAu tai Nha thudc Chi Uy (40 Nguyen Phtc Nguyén, thanh phd Hué).
Thubc khong dat tiéu chudn chét lugng vé chi tiéu dinh tinh.

Pé dam bao an toan cho ngudi st dung thude, Cuc Y t& GTVT yéu céu
cac don vi:

1. Thong bao thong tin thubc gia Prednisolon BPF (Prednisolon 5mg) néu
trén trong toan don vi (Néi dung cu thé cia Céng vin 7436/QLD-CL duwoc dang
tai trén Website cua Cuc. Dia chi: http://ha.mt.gov.vn - Muc: Chi dao va huéng
dén nghiép vu y té).

2. Ra soat, kiém tra trong don vi xem ¢ luu hanh, st dung thube gia
Prednisolon BPF (Prednisolon Smg) néi trén, néu cb phai ngiing ngay viéc si
dung, 14p bién ban bo céo vé Cuc.

pPé nghi cac don vi khén truong thuc hién./. _%V

Noi nhin: )
- Nhu trén (Qua website Cuc Y t€ GTVT);
- Luu: VT, NVYD&TTBYT.




BOYTE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Pic 1ap - T do - Hanh phiic
Sé: f}l{»jé /QLD-CL Ha N¢i, ngay 04 thang ¢ ndam 2017

[ CUC Y TE GIAG T AN TA
V/v thubc gia Prednisolon 5 mg ¢ c Y(\Mr g ; ;N;;)\;:I A

Kinh giri: ~ S& Y té cac tinh, thanh phé tryc thudc Trung wong 0 -05- 2017

Cuc Quan Iy Dugc nhin duge Cong vin sb 280/VKNT';1"W-KI—I dé ngay 925
27/4/2017 cta Vién Kiém nghiém thubc Trung wong bao cao két qﬁé_Efé‘T—h

luong thudc kém theo phiéu kiém nghiém sb 47GT26 ngay 26/4/2017 vé thude
mang tén Prednisolone BPF (prednisolone 5mg), trén nhan lo ghi sé 16 SX:
M162889, ngay SX: 01/2015, HD: 01/2018 va ghi tén Cong ty RotexMedica
GMBH Tritau — Germany, khong ghi sé ding ky. MAu thuoc do Trung tdm kiém
nghiém thubc, my phim, thyc phim Thira Thién Hué l4y mAu tai Nha thuéc Chi

Uy (40 Nguyen Phiic Nguyén, thanh phé Hué). Thubc khong dat tiéu chuén chét
lugng vé chi tidu dinh tinh. Cin cir hd so, tai lidu tai Cyc Quan ly Duogc, Cuc Quan

ly Dugc ¢6 ¥ kién nhu sau:

1. Thubc Prednisolone BPF (prednisolone 5mg) trén nhdn mao tén thudc
“PREDNISOLON BPF” va tén cong ty “ROTEXMEDICA GMBH TRITAU —
GERMANY” 13 thudc gia, khong dugc cap phép luu hanh tai Viét Nam, khéng dugc
phép luu hanh str dung.

2. Dé dam béo an toan cho ngudi sir dung, dé nghi:

2.1. 86 Y té cac tinh, thanh phd truc thudc Trung wong, Y té cac nganh:

- Thong bao cho céc co s& kinh doanh, sir dung thubc khong dugc budn ban,
str dung thudc gia Prednisolone BPF (prednlsolone 5mg) néu trén.

- Phéi hop véi céc co quan truyén théng thong tin tdi cac co s& budn ban, sir
dung thudc va ngudi dan bibt dé khong budn ban, sir dung thudc Prednisolon BPF
‘gia ¢6 céc ddu hiu nhé4n biét nhu trén;

- T chirc t1ep nhén thdng tin bdo cdo clia cic co s& san xuét, kinh doanh,
ngudi sir dung; phéi hop véi céc co quan chire nang kiém tra x4c minh, truy tim

ngudn gdc xuét xir ciia thude gia néu trén; xir Iy céc td chirc, c4 nhén vi pham theo
quy dinh hién hanh;

- B4o cdo két qua v& Cuc Quan ly Dugc va co quan lién quan.
22.850Y té Thira Thién Hue xem xét chuyen hd so vu viéc trén dén co quan
c6 thim quyén dé truy tim ngudn gbc thudce gia.

Cuc Quan ly Dugc thong bdo dé céc don vi biét va thue hién./.-

Noi nhén: KT. CUC TRUONG

- Nhur trén;
- Thir tru'ong Truong Quéc Cudng (de b/c); CUC TRUONG

- VKN thudec TW, VKN thudc Tp. Hd Chi Minh;
-BCD 389 TW;

-CucQuén Y - B$ quéc phong;

-CucY te B¢ Cong an;

- Cuc Y té Giao thong van tai - B GTVT; e

- Website Cuc QLD; cac phong: Thanh tra Dugc MP,
QLKD dugc - Cuc QLD;

- Lwu: VT, CL (HD).




